This guide also does not cover compliance requirements for toys that may be included with children's cosmetics. 
OVERVIEW OF U.S. FEDERAL REGULATORY FRAMEWORK
Once a law has been enacted by Congress, the appropriate federal agency (e.g., the Consumer Product Safety Commission, the Federal Trade Commission, the National Highway Traffic and Safety Administration, et al.) may create the regulations to implement the law. Before such regulations can be adopted, the appropriate federal agency ordinarily will issue a notice of proposed rulemaking (NPRM) to solicit public comments on the proposed rules. To provide opportunity for public comment, the appropriate federal agency must issue draft regulations or "Proposed Rules" that are published in the Federal Register (and that subsequently are notified as World Trade Organization Agreement on Technical Barriers to Trade (WTO TBT) notifications by the U.S. WTO TBT Notification Authority at NIST). The agency carefully reviews each comment and modifies the proposed rule, as appropriate, based on the record. The agency can then issue a Final Rule that also is published in the Federal Register, and later, published annually in the Code of Federal Regulations (CFR) . Together, the enabling acts and laws (published in the United States Code (USC) once passed) and the final regulations (published in the CFR) provide a framework for the implementation and enforcement of most federal laws in the United States. The Consumer Product Safety Act (CPSA), entered into law on October 27, 1972, was enacted to establish the Consumer Product Safety Commission (CPSC) and define its authority with the purpose of protecting the public against unreasonable risks of injury associated with consumer products; assisting consumers in evaluating the comparative safety of consumer products; developing uniform safety standards for consumer products; and promoting research and investigation into the causes and prevention of product-related deaths, illnesses, and injuries.
FEDERAL REGULATORY AUTHORITIES AND TECHNICAL REGULATIONS (MANDATORY)

Child-Resistant Packaging
The Poison Prevention Packaging Act gives CPSC the authority to regulate child-resistant (CR) packaging. The Act, along with the Regulations, 16 CFR 1700, are designed to reduce the risk of children under five ingesting potentially hazardous household substances by requiring CR packaging for specific substances. CR, or special packaging as it is called in the Regulations, is packaging that is designed or constructed to be significantly difficult (within a reasonable time) for children under five years of age to open or access a toxic or harmful amount of the substance. CR packaging cannot be difficult for most adults to use properly.
Per the Regulations, certain substances are required to have CR packaging, including but not limited to:
 Methyl salicylate -liquid preparations containing more than 5 percent by weight  Methanol -liquid form containing 4 percent or more by weight  Ethylene glycol -liquid forms containing 10 percent or more by weight  Glue removers containing acetonitrile -liquid forms containing more than 500 milligrams of acetonitrile in a single container  Methacrylic acid -liquid form containing more than 5 percent (weight-to-volume) in a single retail package  Non-emulsion liquid products that contain 10 percent or more hydrocarbons by weight and have a viscosity of less than 100 SUS at 100°F
See the Regulations for additional substances and exceptions.
CR packaging must meet the performance specifications outlined in 16 CFR 1700.15 by testing as detailed in 16 CFR 1700.20.
The Regulation allows the manufacturer or packer to package a nonprescription product subject to special packaging standards in one size of non-CR packaging, only if the manufacturer (or packer) also supplies the substance in CR packages of a popular size, and the non-CR packages bear conspicuous labeling stating: "This package for households without young children." The U.S. manufacturer or importer must supply a General Certificate of Conformity for CR packaging that is based on testing of each product or a reasonable testing program.
For additional information, see CPSC's webpage:
Poison Prevention Packaging Act Poison Prevention Act Business Guidance Consumer Product Safety Act General Certificate of Conformity
Soap
The FD&C Act specifically excludes soap from the definition of a cosmetic, and it is, therefore, regulated for safety by the CPSC under the Federal Hazardous Substance Act (FHSA), 15 U.S.C. 1261. Per 21 CFR 701.20, the FDA interprets the term soap to apply only to articles that meet the following:
 The bulk of the nonvolatile matter in the product consists of an alkali salt of fatty acids, and the detergent properties of the article are due to the alkali-fatty acid compounds; and  The product is labeled, sold, and represented only as soap.
Products intended for cleansing the human body that are not soap (as defined above) are considered cosmetics (e.g., intended to moisturize or deodorize the body) or drugs (e.g., intended to treat skin conditions or make antimicrobial claims) and are subject to the appropriate requirements of the FD&C Act and FDA regulations. If no claims are made, other than being soap, ingredient labeling is only required for any ingredient that would be related to one of the hazards addressed under the FHSA. However, soap is subject to the requirements of the Fair Packaging and Labeling Act (FPLA) as administered by the FTC. The Consumer Product Safety Improvement Act (CPSIA) provides additional requirements for children's products, including limits on specific substances. The CPSIA sets limits for lead content and phthalates in toys, child-care articles, and substances. A children's product is defined as a consumer product designed or intended primarily for children age 12 years or younger. 
Consumer Product Safety
Children's Cosmetics
The regulation of cosmetics is generally outside the jurisdiction of the CPSC. However, with respect to children's toys that include cosmetics, Section 101(a) of the CPSIA restricts the toy and any children's product, as defined in the statute, to a lead content limit of 100 parts per million (ppm). In addition, the use of paint or similar surface coating on children's products must not exceed a lead content limit of 90 ppm. The packaging of children's cosmetics is subject to the limits on lead content and lead in paint and similar surface coatings.
Additionally, Section 108 of CPSIA states that certain children's toys and child-care articles cannot contain more than 0.1% of six phthalates -di-(2-ethylhexyl) phthalate (DEHP), dibutyl phthalate (DBP), and benzyl butyl phthalate (BBP) limits are applicable to both toys and child care items, whereas diisononyl phthalate (DINP), diisodecyl phthalate (DIDP), and di-n-octyl phthalate (DnOP) limits are applicable only to child-care articles and toys that are intended for children age three and younger and can be placed in the mouth.
Although children's cosmetics not packaged with a child's toy are subject to the appropriate requirements of the FD&C Act and FDA regulations, packaging and containers holding children's cosmetics are subject to CPSIA compliance whether or not they are packaged with toys. Toys are subject to testing and certification, which is not within the scope of this guide.
Federal Hazardous Substances Act (FHSA)
Title 15, United States Code, Chapter 30, Sections 1261-1278 16 CFR 1500, Federal Hazardous Substances Act (FHSA) Regulations The Federal Hazardous Substances Act (FHSA), and regulations issued under it, set forth requirements for hazardous substances that are intended or packaged in a form suitable for use in the household. The FHSA's definition of "hazardous substance" excludes products that are considered cosmetics under the FD&C Act. However, products that meet FDA's definition of "soap" are not cosmetics and thus are subject to the FHSA. Cosmetics may be deemed misbranded under the FD&C Act unless the product label follows FDA guidance on ingredients, warnings, and the classification of a product based upon its function to beautify.
The FHSA requires household substances that meet the definition of hazardous (as defined in the Act) to bear cautionary labeling to warn the consumer of the hazard(s) associated with the use of the product, instructions for safe use and storage, first aid instructions where applicable, and the statement "keep out of the reach of children." Whether a product's label must bear cautionary labeling depends on its formulation and the likelihood that consumers will be exposed to any hazards the product presents in customary use, which includes ingestion by children. The FHSA defines as a banned hazardous substance those products that are intended for use by children and present an electrical, mechanical, or thermal hazard, with some exceptions. The Act also allows the CPSC to ban certain products that are so dangerous or the nature of the hazard is such that the labeling required by the Act is not adequate to protect consumers. Regulations. These Regulations require that every article of foreign origin (or its container) that is imported into the U.S. be marked in a conspicuous place as legibly, indelibly, and permanently as the nature of the article (or container) will permit, and in such a manner as to indicate to the ultimate purchaser in the U.S., the English name of the country of origin of the article at the time of importation.
For more detailed information, see CBP's: Importing cosmetics, soap, lotion, shampoo, medical and dental instruments for resale / commercial purposes
Environmental Protection Agency (EPA)
Many laws and regulations govern import and export requirements of materials that may pose a risk to human health and the environment. The Environmental Protection Agency (EPA) works with the states, other federal agencies, and foreign governments to ensure compliance with laws governing the import and export of many of these materials.
The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) provides for federal regulation of the distribution, sale, and use of pesticides to protect human health and the environment. Products that kill or repel bacteria, germs, or insects are considered pesticides and must be registered with and evaluated for safety by the EPA prior to their distribution or sale. The EPA will not register a pesticide until it has been tested to show that it will not pose an unreasonable risk when used according to the product's directions. This includes pesticides in cosmetics that provide antimicrobial or other pesticidal characteristics.
FIFRA does not allow companies to make public health pesticidal claims for any product distributed or sold unless the product has been approved and registered by EPA or is covered by an exemption from registration. The EPA will take action against companies that make such unlawful claims.
Products using essential oils such as citronella or peppermint are also covered under the Regulation, but may be considered minimum risk and be exempted from FIFRA registration. In addition, the container or package of each consumer product that is subject to this subpart shall clearly display the day, month, and year on which the product was manufactured, or a code indicating such date. The requirements of this provision shall not apply to products that are offered to consumers free of charge for the purposes of sampling the product. States may also enact laws that that govern when a "Made in the USA" claim can be made on a product. For example, under California's revised law "Made in the USA", "Made in America", "U.S.A." or similar labels are allowed even if a product has some foreign components. The labeling is permitted if any foreign component or part does not constitute more than 5% of the final wholesale value of the product or any foreign component or part does not constitute more than 10% of the final wholesale value of the product AND the manufacturer can show that those components cannot be obtained or produced domestically.
Food and Drug Administration (FDA)
In addition to the guidance provided here on U.S. compliance requirements, the FDA offers a number of resources to importers of cosmetic products into the U.S., with translations available in Spanish, French, Chinese, and Korean. The introduction or delivery of adulterated or misbranded cosmetics in interstate commerce is a prohibited act under the FD&C Act. A cosmetic product is deemed to be adulterated if it or its container contains a poisonous or deleterious substance which may cause injury when the product is used as directed through labeling or in customary use. Coal-tar hair dye is an exception to the adulteration provisions of the Act provided the product is labeled with the following cautionary statement, "Caution-This product contains ingredients which may cause skin irritation on certain individuals and a preliminary test according to accompanying directions should first be made. This product must not be used for dyeing the eyelashes or eyebrows; to do so may cause blindness."
A cosmetic product is also deemed to be adulterated if it contains any filthy, putrid, or decomposed substance or if it has been prepared, packed, or held under insanitary conditions where it may have become contaminated with filth or where it may have been rendered injurious to health. Additionally, a cosmetic, excluding hair dyes, may not contain an unsafe color additive. See Color Additives below.
A cosmetic product is deemed to be misbranded if its labeling is false or misleading and if its container is made, filled, or formed to be misleading. This includes product claims that go beyond the FDA definition of a cosmetic. In addition, the FDA has issued regulations for cosmetic labeling that can be found at 21 CFR 701, which set forth the specific labeling requirements for cosmetic products. The Regulations require, among other things, that labels must contain the name and place of business of the manufacturer, packager, or distributor and an accurate statement of quantity (weight, measure, or numerical count). Note: Metric units are only acceptable as a parenthetical phrase after inch-pound units.
Additionally, the Regulations state that a label may be considered misleading if the name of the product suggests or includes one or more of the ingredient names but not all of the ingredients.
FDA does not require pre-market clearance of cosmetic product claims, nor does the agency have a specific list of "acceptable" vs. "non-acceptable" cosmetic claims. FDA evaluates cosmetic label claims in total context of all wording and images present in labels and collateral promotional literature (including print advertising and websites).
Products will also be deemed to be misbranded if any word, statement, or other information that is required by law is missing or is otherwise not in compliance with placement or prominence as stated in the Regulations. All labeling required by the Regulations must be in English, except for products distributed solely in Puerto Rico or a territory where the predominant language is not English. However, if the label contains any representation in a foreign language then all required information must also be in the foreign language. Note: The phrase "May Contain" can be used for color additives in a line of products that have the same formulation with several different shades, such as lipsticks or eye shadows (see 21 CFR 701.3(g) (1)). Neither the FD&C Act nor the FDA defines the use of the term "natural" or "organic" in cosmetics.
Cosmetic Ingredients
Under the FPLA, ingredients must be listed by their "common or usual names." Section 701.3(c) of the FDA Regulations prescribes the nomenclature for identifying ingredients in the label declaration. The Regulation lists several sources for identifying the appropriate name for an ingredient, and the sources must be consulted in the order in which they appear in the Regulation. The first source to consult is Section 701.30, which is the Regulation that contains the particular names established by the FDA. Remaining sources are identified in Section 701.3(c)(2). Many of these sources may reflect the names given to these chemical compounds by the industry lead group the International Nomenclature for Cosmetic Ingredients (INCI). FDA does not accept the use of terms from other languages, such as Latin names for the labeling of botanical ingredients or the use or the use of "Aqua" instead of "Water." FDA does however allow for these terms use in parentheses following the common or usual name in English. "Fragrance" or "Flavor" may be declared as such.
For more detailed information, see FDA's Ingredient Names
Cosmetic Warning and Caution Statements 21 CFR 740 Subpart A requires cosmetics that are hazardous to consumers when misused must be labeled with appropriate warnings and adequate directions for use if it is not to be deemed misbranded.
21 CFR 740.10 requires that each ingredient used in a cosmetic product and each finished cosmetic product be adequately substantiated for safety prior to marketing. Any cosmetic ingredient or product whose safety is not adequately substantiated prior to marketing is considered misbranded unless it contains the following conspicuous statement on the principal display panel:
Warning-The safety of this product has not been determined.
This does not constitute an exemption to the adulteration provisions of the Act or to any other requirement in the Act. The warning may be altered when any of the circumstances below exist.  In the case of products intended for use by children, the phrase "except under adult supervision" may be added at the end of the last sentence in the warning.  In the case of products packaged in glass containers, the word "break" may be substituted for the word "puncture" in the warning.  In the case of a product not expelled as a spray the words "Avoid spraying in eyes" may be deleted from the warning.
In addition to the warning, the label of a cosmetic packaged in a self-pressurized container in which the propellant consists in whole or in part of a halocarbon or a hydrocarbon shall bear the following warning:
Warning-Use only as directed. Intentional misuse by deliberately concentrating and inhaling the contents can be harmful or fatal.
The following are exempt from the intentional misuse by inhalation warning above.  Products expelled in the form of a foam or cream that contain less than 10 percent propellant in the container.  Products in a container with a physical barrier that prevents escape of the propellant at the time of use.  Products of a net quantity of contents of less than 2 ounces (oz) that are designed to release a measured amount of product with each valve actuation.  Products of a net quantity of contents of less than 1/2 oz.
Cosmetics packaged in a self-pressurized container containing or manufactured with a chlorofluorocarbon propellant or other ozone-depleting substance must meet requirements designated by the EPA set forth in 40 CFR 82. Caution-For external use only. Spray at least 8 inches from skin. Do not apply to broken, irritated, or itching skin. Persistent, unusual odor or discharge may indicate conditions for which a physician should be consulted. Discontinue use immediately if rash, irritation, or discomfort develops.
In the case of feminine deodorant sprays whose expelled contents do not contain a liquefied gas propellant, such as a halocarbon or hydrocarbon propellant, the statement "Spray at least 8 inches from skin." is not required.
Feminine deodorant spray will be considered misbranded if the label bears the word hygiene, hygienic, or a similar word or any word that represents or suggests that feminine deodorant spray has a medical usefulness. In the case of products intended for use by children, the phrase "except under adult supervision" may be added at the end of the last sentence in the caution. Prohibited or Restricted Ingredients FDA regulations 21 CFR 700 Subpart B specifically prohibit or restrict certain ingredients that may be used in cosmetic products that may be injurious to users.
Per 21 CFR 700.11, bithionol has been used in some cosmetic products as an antibacterial agent. Because, when used topically, bithionol can cause persistent photosensitivity in some people, and there is evidence to indicate that it may produce cross-sensitization with other commonly used chemicals such as certain halogenated salicylanilides and hexachlorophene, Bithionol is a deleterious substance which may render any cosmetic product that contains it injurious to users. Accordingly, any cosmetic containing bithionol is deemed to be adulterated under section 601(a) of the Federal Food, Drug, and Cosmetic Act.
Per 21 CFR 700.13, mercury-containing cosmetic preparations have been represented as skinbleaching agents. Any cosmetic product containing mercury will be considered adulterated unless:
 It contains less than 1 part per million (0.0001 percent) calculated as mercury metal and is unavoidable under conditions of good manufacturing practice, or  It is a cosmetic intended for use only in the area of the eye, where mercury is used as a preservative and at a level not to exceed 65 parts per million (0.0065 percent), calculated as the metal, and there is no effective and safe nonmercurial substitute preservative available for use in the cosmetic.
Vinyl chloride is a deleterious substance which may render any cosmetic aerosol product that contains it as an ingredient injurious to users. Accordingly, per 21 CFR 700.14, any cosmetic aerosol product containing vinyl chloride as an ingredient is deemed to be adulterated. Halogenated salicylanilides (tribromsalan (TBS, 3,4′,5-tribromosalicylanilide), dibromsalan (DBS, 4′5-dibromosalicylanilide), metabromsalan (MBS, 3,5-dibromosalicylanilide) and 3,3′,4,5′-tetrachlorosalicylanilide (TCSA)), which have been used as antimicrobial agents in certain cosmetics, are potent photosensitizers and cross sensitizers, which can cause disabling skin disorders, and render any cosmetic that contains them injurious to users. Therefore, per 21 CFR 700.15, any cosmetic product that contains such a halogenated salicylanilide as an ingredient at any level for any purpose is deemed to be adulterated.
Per 21 CFR 700.16, zirconium-containing complexes are deleterious substances which may render any cosmetic aerosol product that contains it as an ingredient injurious to users. Accordingly, any cosmetic aerosol product containing zirconium-containing complexes as an ingredient is deemed to be adulterated. Per 21 CFR 700.18, chloroform is a deleterious substance which may render any cosmetic product that contains it as an ingredient injurious to users. Any cosmetic product containing chloroform as an ingredient is considered adulterated. Chloroform is not considered to be an ingredient in any cosmetic product where it is found in residual amounts from its use as a processing solvent during manufacture or as a byproduct from the synthesis of an ingredient.
The use of methylene chloride in cosmetic products poses a significant cancer risk to consumers, and its use in cosmetic products may render these products injurious to health. Per 21 CFR 700.19, any cosmetic product that contains methylene chloride as an ingredient is deemed adulterated.
Per 21 CFR 700.23, the use of chlorofluorocarbons in cosmetics as propellants in selfpressurized containers is prohibited.
Per 21 CFR 700.27, no cosmetic shall be manufactured from, processed with, or otherwise contain, prohibited cattle materials except as exempted by the Regulation. Prohibited cattle materials means specified risk materials, small intestine of all cattle except if the distal ileum is removed by a procedure that removes at least 80 inches of the uncoiled and trimmed small intestine, material from non-ambulatory disabled cattle, material from cattle not inspected and passed, or mechanically separated (MS) (Beef).
Per 21 CFR 700.35, if a cosmetic product contains a sunscreen ingredient for uses other than sun protection and uses the term "sunscreen" or similar sun protection terminology anywhere in its labeling, the term must be qualified by describing the cosmetic benefit provided by the sunscreen ingredient. The statement must appear prominently and conspicuously at least once in the labeling in conjunction with the term "sunscreen" or other similar sun protection terminology used in the labeling. For example: "Contains a sunscreen-to protect product color." A product that includes the term "sunscreen" in its labeling or in any other way represents or suggests that it is intended to prevent, cure, treat, or mitigate disease or to affect a structure or function of the body is considered a drug and must be compliant with FDA drug regulations.
21 CFR 250.250 sets forth regulations for the use of the antibacterial hexachlorophene in cosmetics. Hexachlorophene may be used as a preservative in cosmetic products at a level that is no higher than necessary to achieve the intended preservative function and may not be used at levels exceeding 0.1 percent. It may not be used in cosmetics that are used near or on mucous membranes. Hexachlorophene may only be used in applications where an alternative preservative has not yet been shown to be as effective or where adequate integrity and stability data for the reformulated product are not yet available.
Antibacterial ingredients used as substitutes for hexachlorophene in cosmetic products must be adequately tested for safety prior to marketing. Without safety testing prior to marketing, the product may be considered adulterated and will be deemed misbranded unless it contains a conspicuous front panel statement that the product has not been adequately tested for safety and may be hazardous.
For more detailed information, see FDA's: Prohibited and Restricted Ingredients
Microbeads
The Microbead-Free Waters Act of 2015 amends the Food Drug and Cosmetic Act to ban the sale of rinse-off cosmetics, including toothpaste, that contain intentionally added synthetic microbeads beginning on January 1, 2018, and to ban manufacturing of these cosmetics beginning on July 1, 2017. A plastic microbead is defined as a solid plastic particle that is less than five millimeters in size and is intended to be used to exfoliate or cleanse the human body. The statutory ban also applies to cosmetics that are non-prescription (over-the-counter or OTC) drugs, although the effective dates for each of the prohibitions applicable to these products is staggered by one year from that applicable to cosmetic products.
Sunscreen
All products that claim to provide Broad Spectrum SPF protection are regulated as sunscreen drug products. This applies to cosmetics and moisturizers labeled with SPF values, as well.
All sunscreens are regulated as drugs in the United States under one of the following processes:  The new drug approval process described in 21 CFR 314  The OTC drug monograph process (also known as the OTC Drug Review) described in 21 CFR 330, as supplemented by the Sunscreen Innovation Act
The Sunscreen Innovation Act (SIA) provides a process for the review of safety and effectiveness of nonprescription sunscreen active ingredients. The SIA sets a very specific timeline for the FDA to make a determination on an active ingredient once all data has been made available to the agency. SIA amended the FD&C Act in part by providing new procedures for establishing that nonprescription sunscreen active ingredients or combinations of nonprescription sunscreen active ingredients are generally recognized as safe and effective (GRASE) and not misbranded when used under the conditions specified in a final sunscreen order. Active ingredients that are determined to be GRASE in a final sunscreen order may be used in U.S. Claims that are considered false and/or misleading on sunscreen products, include, but are not limited to, the following: "Sunblock," "sweatproof," and "waterproof." Use of these or similar claims will cause the product to be considered misbranded.
If the product is a combination of sunscreen and skin protectant, the statements of identity, indications, warnings, and directions for use, respectively, applicable to each ingredient in the product may be combined to eliminate duplicative words or phrases so that the resulting information is clear and understandable.
Tamper-Resistant Packaging
Cosmetic liquid oral hygiene products or products used vaginally that do not have tamper resistant packaging or are not properly labeled are considered adulterated per 21 CFR 700.25.
A tamper-resistant package is one that uses an indicator or barrier to entry that when breached or missing makes it visibly evident to consumers that tampering has occurred. To reduce the likelihood of substitution of a tamper-resistant feature after tampering, the indicator or barrier to entry is required to be distinctive by design (e.g., an aerosol product container) or by the use of an identifying characteristic (e.g., a pattern, name, registered trademark, logo, or picture).
Except for aerosol products, each retail package of cosmetic liquid oral hygiene products or products used vaginally is required to bear a statement that is prominently placed so that consumers are alerted to the specific tamper-resistant feature of the package. The labeling statement must be placed so that it will be unaffected if the tamper-resistant feature of the package is breached or missing. If the tamper-resistant feature uses an identifying characteristic to meet the requirement, that characteristic is required to be referred to in the labeling statement. For example, the labeling statement on a bottle with a shrink band could say "For your protection, this bottle has an imprinted seal around the neck." Voluntary Cosmetic Registration FDA's Voluntary Cosmetic Registration Program (VCRP), 21 CFR 710 and 720, is a reporting system for use by manufacturers, packers, and distributors of cosmetic products that are in commercial distribution in the United States. The FDA uses the information from the VCRP to evaluate cosmetic products on the market. Frequency of Use (FOU) data from the VCRP database is also provided by FDA to the independent, industry-funded Expert Panel of the Cosmetic Ingredient Review (CIR) Program. CIR utilizes this information, along with the available scientifically valid literature, to set priorities for those ingredients which the panel will review, ultimately resulting the CIR's review of and assessment of ingredient safety. The VCRP also allows filers to use the secure database as back-up storage for product information. The program is only applicable to products sold to consumers and not for professional products or products that are not for sale, such as hotel samples or gifts.
The VCRP database is not publicly available; however, FDA will provide some information, based upon Freedom of Information Act (FOIA) requests. For example, FDA sometimes receives such requests from consumers or healthcare providers who wish to identify products that do or do not contain certain ingredients. Proprietary business information, however, will not be released pursuant to a FOIA request. Firms may submit written requests for confidentiality of a cosmetic ingredient in accordance with 21 CFR 720.8, which also states how FDA handles such requests.
There are two components to the program, and participant involvement can be in one or both components.
21 CFR 710 outlines the requirements for the voluntary establishment registration portion of the program. Owners or operators of facilities where cosmetics are manufactured and/or packaged can register their establishments. The FDA will assign a registration number to each establishment location.
21 CFR 720 outlines the requirements for the voluntary qualitative cosmetic product ingredient composition statements portion of the program. On the product label, these ingredients will be listed in descending order of predominance. A cosmetic manufacturer, packer, or distributor can file a statement for each product the firm has entered into commercial distribution in the United States. The FDA will assign a Cosmetic Product Ingredient Statement Number (CPIS NO.) to each formulation filed in the VCRP.
For more detailed information See, FDA's: Voluntary Cosmetic Registration Program
FDA Warning Letters
When the FDA determines that a cosmetic product is in violation of the FD&C Act or an applicable regulation, the FDA has authority to issue a warning letter to the manufacturer or distributor of the product. The warning letter will typically inform the manufacturer of the alleged violations and instruct the manufacturer to detail the corrective action that the 
FDA Guidance Documents
The FDA has prepared several guidance documents that represent the FDA's interpretation of a policy on issues related to their regulatory mandate. Guidance for industry at the above hyperlink includes cosmetic-specific guidance for good manufacturing practices, nanomaterial safety, labeling, and more. Guidance documents do not create or confer any rights for or on any person and do not operate to bind FDA or the public. An alternative approach may be used if such approach satisfies the requirements of the applicable statue, regulations, or both. The NOP regulations include a definition of organic and provide for certification that agricultural ingredients have been produced under conditions that would meet the definition. They also include labeling standards based on the percentage of organic ingredients in a product, including cosmetic products. Any cosmetic product produced in full compliance with the NOP regulations may be labeled as NOP-certified organic and display the USDA organic seal. Any cosmetic, body care product, or personal care product that does not meet the production, handling, processing, labeling, and certification standards may not state, imply, or convey in any way that the product is USDA-certified organic or meets the USDA organic standards.
United States Department of Agriculture (USDA)
However, USDA has stipulated that it has no authority over the production and labeling of cosmetics, body care products, and personal care products that are not made up of agricultural ingredients or do not make any claims related to meeting USDA organic standards. Its regulatory oversight for such cosmetic and personal care products does not take jurisdictional precedence over that of FDA for the general compliance with safety and labeling regulatory requirements. "Organic" is not a term regulated by FDA as noted in this discussion. Claims in this area may be subject to FTC jurisdiction. UPLR requires that consumer packaging (excludes cosmetics as defined by the FDA; includes soap) bear a label specifying the identity of the commodity; the name and place of business of the manufacturer, packer, or distributor; and the net quantity of contents in terms of weight or mass measure, or numerical count in a uniform location upon the principal display panel.
Toxics in Packaging Legislation
This legislation was originally drafted by the Source Reduction Council of the Coalition of Northeastern Governors (CONEG) in 1989. It was developed in an effort to reduce the amount of heavy metals in packaging and packaging components that are sold or distributed throughout the United States. The law is designed to phase out the use and presence of mercury, lead, cadmium, and hexavalent chromium in packaging. The legislation has been successfully adopted by nineteen states.
For more detailed information, see Toxics in Packaging Clearinghouse white paper:
Toxics in Packaging Fact Sheet
Chemicals of Concern
Several states, including Oregon, Washington, Vermont, Minnesota, and Maine, require manufacturers selling children's products that contain a chemical that is included on the state's chemicals of concern list to provide notice to the state prior to sale in that state. In some cases, the manufacturer must remove or make a substitution for the chemical. The lists are subject to change, including the addition of new chemicals or the removal of listed chemicals, so manufacturers are encouraged to consult the state's reporting rule.
Volatile Organic Compounds
Several states, including California, Illinois, Indiana, Michigan, Ohio, and Utah have issued VOC limitations of consumer products. Products impacted vary by state but may include deodorants, hair mousse, hair shines, hairsprays, hair styling products, nail polish removers, personal fragrance products, shaving creams and gels, and temporary hair color. Businesses that expose individuals to the listed chemical must provide a warning on the product. The warning given must be "clear and reasonable" and must:  Clearly communicate that the chemical is known to cause cancer, and/or birth defects or other reproductive harm; and  Effectively reach the person before exposure o The consumer product exposure warning must be prominently displayed on a label, labeling, or sign and placed in such a manner that it is likely to be read and understood by an ordinary individual under customary use.
State of California
The product warning must contain the following elements:  A symbol of a black exclamation point in a yellow equilateral triangle with a bold black outline placed to the left of the word WARNING in a size no smaller than the height of the word WARNING. 
California Safe Cosmetics Act
The California Safe Cosmetics Act requires for all cosmetic products sold in California that the manufacturer, packer, and/or distributor named on the product label to provide to the California Safe Cosmetics Program (CSCP) a list of all cosmetic products that contain any ingredients known or suspected to cause cancer or developmental or other reproductive harm. Trace contaminants are not required to be reported. Common cosmetic ingredients that do require reporting are titanium dioxide, retinyl palmitate, and Black 2. The Reportable Ingredients List should be consulted to determine reportable products.
For More Detailed Information, see California Department of Health's: California Safe Cosmetics Program
Organic Cosmetics
The California Organic Products Act of 2003 (COPA) requires that cosmetic products sold, labeled, or represented as organic or made with organic ingredients must contain at least 70 percent organically produced ingredients.
Multi-ingredient cosmetic products sold as organic that contain less than 70 percent organically produced ingredients can only identify organic content with one of the following methods.
 Identify each organically produced ingredient in the ingredient statement with the word organic or with an asterisk or other reference mark that is defined below the ingredient statement to indicate the ingredient is organically produced.  Display the product's percentage of organic contents on the information panel if the organically produced ingredients are identified in the ingredient statement.
The Regulation also stipulates record keeping and registration requirements. 
Made in the USA
California also has laws that govern when a "Made in the USA" claim can be made on a product. While California's law was, at one time, the strictest, a recent law relaxed California's strict "Made in the USA" Law. Under the revised law "Made in the USA", "Made in America", "U.S.A.", or similar labels are allowed even if a product has some foreign components. The labeling is permitted if any foreign component or part does not constitute more than 5 percent of the final wholesale value of the product or any foreign component or part does not constitute more than 10 percent of the final wholesale value of the product AND the manufacturer can show that those components cannot be obtained or produced domestically.
State of Florida Cosmetic Product Manufacturer Permit
Cosmetics sold in Florida are regulated by the Division of Drugs, Devices and Cosmetics. Any person who manufactures, packages, repackages, labels, or relabels a drug, device, or cosmetic in this state must register such drug, device, or cosmetic biennially. Additionally, a cosmetic manufacturer permit is required for any person that manufactures or repackages cosmetics in this state. A person that only labels or changes the labeling of a cosmetic but does not open the container sealed by the manufacturer of the product is exempt from obtaining a permit.
State of Illinois Lead
Public Act 097-0612, The Lead Poisoning Prevention Act The Act makes it illegal to sell or give away any lead-bearing substance that may be used by the general public, unless it bears a warning statement as prescribed below, or as prescribed by any other federal regulation. The statement shall be located in a prominent place on the item or package (16 CFR 1500.121) and shall include at least the following: 
State of Louisiana Cosmetics Laws
Packaged cosmetics sold in the state must be registered with the Food and Drug Unit of the Department of Health and Hospitals. Labeling is subject to compliance review as part of the registration.
In addition, a facility engaged in manufacturing, processing, packing, or holding cosmetics must have a valid permit issued by the State Health Officer through the Food and Drug Unit of the Office of Public Health.
Louisiana's Cosmetics Regulation states that hair dye containing coal-tar must have the following caution label as well as adequate instructions for preliminary testing:
Caution-this product contains ingredients which may cause skin irritation on certain individuals and a preliminary test according to accompanying directions should first be made. This product must not be used for dyeing the eyelashes or eyebrows; to do so may cause blindness.
Only animal or vegetable dyes and such coal-tar colors as have been certified by the FDA as safe shall be used in, offered for sale for use in, or distributed for use in or on any cosmetic or cosmetic products.
No cosmetic or beauty preparation containing as one of its ingredients estrogenic hormones, any of their chemical derivatives, or any synthetic chemical product possessing properties similar to those of estrogenic hormones may be manufactured, processed, packed, sold, or distributed in Louisiana unless its label bears adequate directions for use and its label bears the number of international units per ounce of each estrogen or synthetic estrogen ingredient.
State of Minnesota
Formaldehyde in Children's Products Minnesota bans the sale of certain products intended for children aged 8 and under that contain intentionally added formaldehyde or ingredients that degrade into formaldehyde. A children's product is defined as a product primarily designed or intended by a manufacturer to be physically applied to or introduced into a child's body, including any article used as a component of such a product, excluding a food, beverage, dietary supplement, pharmaceutical product or biologic, children's toys (covered under ASTM F963), or a medical device. 
STANDARDS DEVELOPING ORGANIZATIONS (SDOS)
ASTM International
Certification Products Subject to Consumer Product Safety Rules
Section 102 of the CPSIA requires every manufacturer or importer of all consumer products that are subject to a consumer product safety rule enforced by the CPSC to issue a certificate stating that the product complies with the applicable standard, regulation, or ban. The certificate must accompany the product and be furnished to the retailer or distributor. Section 102 also requires the manufacturers or importers of children's products (age 12 years or younger) to certify that the products comply with all relevant product safety standards by issuing a children's product certificate supported by tests performed by a CPSC-accepted thirdparty testing laboratory. 
COSMETIC INDUSTRY AND MARKET DATA
In the U.S., the cosmetic industry makes an important contribution in developing and providing resources to companies on the manufacturing of cosmetic products and ingredients that are safe for consumers and the environment. This guidance provides resources for additional information to U.S. companies as to how they may comply with U.S. government requirements as well as promoting industry leadership on these issues. Often these initiatives are undertaken with consultation from the U.S. government and other stakeholders, but this does not indicate that these resources are government endorsed. 
Industry Trade Associations
Guideline for Industry: The Stability Testing of Cosmetic Products
This guideline is intended to provide a resource for manufacturers in the development of a stability testing program. It illustrates the industry's current thinking on this topic, and identifies a stability data package that is acceptable for marketing. The guideline outlines key stability parameters for cosmetic products, but leaves sufficient flexibility to encompass the variety of different practical situations that may be encountered due to specific scientific considerations and characteristics of the materials being evaluated. Alternative approaches or variations of these guidelines can be used (e.g., where there is scientific justification or to satisfy requirements within a particular jurisdiction) provided the basic intention of the program is maintained.
International Color Handbook, 4th Edition
The Fourth Edition of the International Color Handbook assists international, regulatory, and technical personnel in choosing a color palette to create the broadest range of cosmetic products while meeting national requirements and analyzes the color additive regulations for more than 100 countries and compares them to the regulations in the U.S., the European Union, and Japan.
Labeling Manual, 9th Edition Personal Care Products Council Labeling Manual: A Guide to Cosmetic and OTC Drug
Labeling and Advertising, Ninth Edition, takes an in-depth look at U.S. regulations for labeling cosmetics, OTC drugs, and professional products. It provides updated and enhanced information on the requirements for cosmetic labeling under the FPLA and the FD&C Act.
Quality Assurance Guidelines
The Quality Assurance Guidelines provide approaches that cosmetic manufacturers can use for establishing their good manufacturing practices and quality assurance programs. The Guidelines provide a framework for establishing systems and procedures that are necessary to achieve a high level of product quality and avoid problems that could adversely affect the product. ISO Standard 22716 is included as a companion reference document with these Guidelines.
Safety Evaluation Guidelines
Safety Evaluation Guidelines provide manufacturers of cosmetic, toiletry, and fragrance products with guidance in the use of pre-clinical and clinical safety testing as a means to substantiate the safety of both ingredients and finished cosmetic products. CMAD is a nonprofit trade association dedicated to providing programs and services to approximately 700 cosmetic distributors, manufacturers and suppliers.
For additional information, see ICMAD's publications:
The ICMAD Complete Guide to U.S. Cosmetic Regulations and Labeling This Guide contains information on the cosmetic regulations and labeling requirements, as set forth by the U.S. Food and Drug Administration in both statute and regulation.
The ICMAD Practical Guide to Selling Cosmetics in the U.S. Selling cosmetics in the United States, the largest market for beauty in the world, has its own set of unique challenges. This guide helps companies familiarize themselves with the rules in the U.S. and make it easier to introduce new products onto the market.
